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Via Federal Express 360751

TSCA Confidential Business Information Center (7407M)
EPA East - Room 6428 Attn: Section 8(e)

U.S. Environmental Protection Agency

1201 Constitution Avenue, NW

Washington, DC 20004-3302

Subject: Notice in Accordance with TSCA Section 8(e): Results of an In Vitro Test on Eye
Corrosion/ Severe Irritation and Non-Irritants: Bovine Corneal Opacity and Permeability
(BCOP) Test with N-Dibutylpropanamide (CASRN 1187-33-3)

Dear Section 8(e) Coordinator:

BASF Corporation is submitting the results of an In Vitro Test on Eye Corrosion/ Severe Irritation
and Non-Irritants: Bovine Corneal Opacity and Permeability (BCOP) Test with with N-
Dibutylpropanamide (CASRN 1187-33-3), conducted by BASF SE, Ludwigshafen, Germany.

The potential of N,N-Dibutylpropanamide to cause ocular irritation or serious damage to the eyes
was assessed by a single topical application of 750 uL of the undiluted test substance to the
epithelial surface of isolated bovine corneas.

Three corneas were treated with the test substance for 10 minutes followed by a 2-hours post-
incubation period. In addition to the test substance a negative control (NC; de-ionized water) and a
positive control (PC; 100% dimethylformamide) were applied to three corneas each.

Corneal opacity was measured quantitatively as the amount of light transmitted through the cornea.
Permeability was measured quantitatively as the amount of sodium fluorescein dye that passes
across the full thickness of the cornea. Both measurements were used to calculate an /n Vitro
Irritancy Score (IVIS) of the test substance.

In addition H&E-stained cross sections of the corneas were evaluated histopathologically for the
irritation potential of the test substance.
The following results were obtained in the BCOP Test:

Table 1: Mean values for opacity, permeability and IVIS of the test substance, NC and PC.

Mean Opacity Value | Mean Permeability Value | Mean In Vitro lrritancy Score
Test substance 6.8 0.465 13.8
NC 1.2 0.005 1.2
PC 109.4 0.955 123.7

Histopathological evaluation: the test substance led to histological scores of irritation (HSI) of IV in
all corneas, meaning severe effects on the tissues. Based on that result the test substance was
assessed to be severely eye irritating - despite of an VIS score <55.
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BASF Corporation understands that reporting of the results from this study under TSCA 8(e) is in
accordance with EPA's policy.

Please note the technical contact and address below and direct all correspondence regarding this
submission accordingly. If you have any questions, please call (248) 948-2051.

Sincerely,

Technical Contact:  Alisa Boucher
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BASF Corporation
Product Regulatory Center of Expertise — North America
26701 Telegraph Road, Southfield, Ml 48033
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After printing this label:

1. Use the 'Print’ button on this page to print your label to your laser or inkjet printer,

2. Fold the printed page along the horizontal line.

3. Place label in shipping pouch and affix it to your shipment so that the barcode portion of the label can be read and scanned.

Warning: Use only the printed original label for shipping. Using a photocopy of this label for shipping purposes is fraudulent and could
result in additional billing charges, along with the cancellation of your FedEx account number.

Use of this system constitutes your agreement to the service conditions in the current FedEx Service Guide, available on
fedex.com.FedEx will not be responsible for any claim in excess of $100 per package, whether the result of loss, damage, delay, non-
delivery, misdelivery,or misinformation, unless you declare a higher value, pay an additional charge, document your actual loss and file a
timely claim.Limitations found in the current FedEx Service Guide apply. Your right to recover from FedEx for any loss, including intrinsic
value of the package, loss of sales, income interest, profit, attorney's fees, costs, and other forms of damage whether direct,
incidental,consequential, or special is limited to the greater of $100 or the authorized declared value. Recovery cannot exceed actual
documented loss.Maximum for items of extraordinary value is $1,000, e.g. jewelry, precious metals, negotiable instruments and other
items listed in our ServiceGuide. Written claims must be filed within strict time limits, see current FedEx Service Guide.
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